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Certificate of Analysis
CEFALEXIN MONOHYDMTE
PURILEX @COMPACTED Batch/lot: 8426386 Batch/lot size: 2700 KG

Manufacturing date: Jul 2014 Expiratlon Date: Jun 201u lRelease date: uv-JUl-zu'l 4

Tests Unlts ResultsSpecifications

Appearanc§

Solubility
ldentlfication (lR)

Crystallln¡ty
pH

§pecific opt. rolatión, anhydrous bas¡s

Watsr contont by KF

Assay, anhyd¡ous baslsr

RBlat6d Substances:7-ADCA

Rslated Subslances: PIIENYLGLYCINE

Related SubstanoEs: Pd-AtllDE
ROI. §Ub§t,i ANY OTHER IMPURITY

Rslated §ubstances: TOTAL IMPURITIE§

Bulk Density

Tapped Denslty

Sulphated Ash

Residual Acotone

White-almost white powdar w¡th granul8s

Conforms with t8st

Confo¡ms wlth test
Crystalllns
4.0 to §.§
149 to I58
4.0 to 8.0
97.0 to 1 02.0
< = l.0
<=1.0
<=0.5
<e1.0
<;3.0
> = 0.45
> = 0,75
<=0.2
< 0.2

deg

%wlw
lowlw
%wlw
a/ow lw
olowlw

§/ow lw
%lv/w
g/ml

g/ml

%wlw
%w/w

ComPl:es

Complles

Complies

Compliss

5.0
153
5.5

'f 00.4
0.05

< 0.02
< 0.02

0,02
0.20
0.68

' 0.87
Complios if tested'
Compli6s if t€stsd'

Pharmacopoela quality; Complies wlth the cune¡t editions: Ph.Eur, BP, USP, lP.
Manufactured accordinq to ICH 07 GMP for APis,
N,N-Dimethylaniline is ñot used in the manufactur¡ng procsss of this product or present ín any of the raw material§.

DSM order#: 54526
Customer order#: A-21 50044

Ship{o: SIEI\4SGLUSS IBERICA §.A, , Parcela 6, Nave 2, , 08620 , Sant Vicenc Dels
Horts (Barcelona) , ES

* * Checked at regular intervals

rRqlease Spec¡ficat¡on 'l

Date of issue; §t. Perpetua de Mogoda, February 10, 20'15
COA Approved w¡th Digital Signature by Pepita
Dalmases, Quality Assuránce Assistant, 13:38:18,
10.02.2015
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